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	Shared Care Guideline for 
	Reference Number 

	Selective Serotonin Reuptake Inhibitors (SSRIs) for the treatment of Depression in children and adolescents.
	

	Version: 2.1
	Replaces: 2.0
	Issue date: 19/10/2017

	Author(s)/Originator(s): (please state author name and department)
	To be read in conjunction with the following documents:
Current Summary of Product characteristics (http://www.medicines.org.uk)
BNF


	Dr Sue Barratt – Healthy Young Minds Consultant,  Pennine Care NHS Foundation Trust
Arifa Raza Azmi – Clinical Pharmacist,  Pennine Care NHS Foundation Trust
	

	Date approved by Pathways and Guidelines Development Subgroup: 
14/09/2017
	Date approved by Greater Manchester Medicines Management Group:
19/10/2017

	Date approved by Commissioners:  
	Review Date: 

	dd/mm/yyyy
	19/10/2020




Please complete all sections

	1. Name of Drug, Brand Name, Form and Strength
	See section 8.

	2. Licensed Indications 
	Fluoxetine is licensed for children aged 8 years and above for the treatment of depression.
Sertraline and Citalopram are unlicensed for treatment of depression in children and young people. Like many paediatric medicines, the use of SSRIs in this age group is with informed use of off-label prescribing.
 

	3. Criteria for shared care

	Prescribing responsibility will only be transferred when
· Treatment is for a specified indication and duration.
· Treatment has been initiated and established by the secondary care specialist.
· The patient’s initial reaction to and progress on the drug is satisfactory.
· The GP has agreed in writing in each individual case that shared care is appropriate.
· The patient’s general physical, mental and social circumstances are such that he/she would benefit from shared care arrangements


	4. Patients excluded from shared care
	· Unstable disease state
· Patient does not consent to shared care.

	5. Therapeutic use &  background
	NICE Clinical Guideline 28 (March 2015) – Depression in children and young people recommends fluoxetine for the treatment of moderate to severe depression that has not responded to psychological therapies. If treatment with fluoxetine is unsuccessful or is not tolerated because of side effects, consideration should be given to the use of another antidepressant. In this case sertraline or citalopram are the recommended second-line treatments.

Paroxetine should not be used.

	6. Contraindications (please note this does not replace the SPC or BNF and should be read in conjunction with it).
	· Current episode mania
· Hypersensitivity to drug or excipients
· Fluoxetine, Sertraline and Citalopram have been found to cause a dose-dependent increase in the QT interval on the electrocardiogram (ECG). 
· Citalopram is:
· contraindicated in patients with known QT prolongation or congenital long QT syndrome 
· contraindicated in patients taking other medicines known to prolong the QT interval 


	7. Prescribing in pregnancy and lactation
	This drug cannot be prescribed in the pregnant or breastfeeding patients. Under these circumstances prescribing should be the responsibility of the Specialist.

	8. Dosage regimen  for continuing care

	Route of administration
	Oral

	
	Preparations available (include in this section any necessary information relating to availability of special preparations for children or those with swallowing difficulties)


	Drug
	Formulations
	Dose range (daily) depending on age (see BNFC)

	Fluoxetine
	Capsules
Liquid
Orodisp. tablets
	10mg – 20mg daily
Max. 20mg

	Sertraline
(2nd line)
	Tablets

	25mg – 200mg daily
Max. 200mg


	Citalopram
(2nd line)
	Tablets


Oral solution
40mg/ml
	10mg – 20mg once daily
Max. 20mg

4 drops (8mg) is equivalent to a 10mg tablets





	
	Please prescribe:   
The starting dose of medication for children and young people with depression should be low, especially in younger children. 
If a lower dose of medication for children and young people with depression is ineffective, the dose should be increased until a therapeutic response is obtained, with careful and close monitoring for adverse events.

	
	Is titration required 
	Yes  - specialist is responsible for titration and patient will be transferred once stable
	

	
	Adjunctive treatment regime:
Should be used in conjunction with concurrent psychological therapy.

	
	Conditions requiring dose reduction: 
e.g. impaired renal/ liver function
Impaired liver function
Low body weight
If any of  the above are observed please refer to Specialist Team

	
	[bookmark: Text5]Usual response time:
4-8 weeks.

	
	Duration of treatment:	
Refer to Specialist Team   

When a child or young person responds to treatment with fluoxetine, medication should be continued for at least 6 months after remission (defined as no symptoms and full functioning for at least 8 weeks); in other words, for 6 months after this 8 week period

When a child or young person responds to treatment with citalopram or sertraline, medication should be continued for at least 6 months after remission (defined as no symptoms and full functioning for at least 8 weeks).


	
	Treatment to be terminated by:
Refer to Specialist Team  

	
	NB. All dose adjustments will be the responsibility of the initiating specialist care unless directions have been specified in the medical letter to the GP. 


	9.Drug Interactions 

For a comprehensive list consult the BNF or Summary of Product Characteristics

	The following drugs must not be prescribed without consultation with the specialist:

Tricyclic antidepressants, MAOIs and Other antidepressants 
Triptans
Lithium
Anticoagulants

	
	The following drugs may be prescribed with caution:

Anti-epileptics
Non-steroidal anti-inflammatory agents 
Tramadol
Anxiolytics
NOTE: Fluoxetine, sertraline and citalopram are inhibitors of cytochrome P450 enzyme, so interactions with other drugs are possible.

	
10. Adverse drug reactions 

For a comprehensive list (including rare and very rare adverse effects), or if significance of possible adverse event uncertain, consult Summary of Product Characteristics or BNF
	Specialist to detail below the action to be taken upon occurrence of a particular adverse event as appropriate. Most serious toxicity is seen with long-term use and may therefore present first to GPs.

	
	Adverse event
System –  symptom/sign

	Action to be taken Include whether drug should be stopped prior to contacting secondary care specialist
	By whom

	
	Drowsiness, confusion, (possible hyponatraemia)
	Repeat FBC and  Electrolytes & continue medication whilst referring to usual Psychiatry Team
	GP

	
	Suicidal behaviour, self-harm, or hostility
	Stop mediation & Refer to usual Psychiatry Team
	GP

	
	Convulsions

	Send immediately to A&E
	GP/Specialist Team

	
	Gastrointestinal effects (nausea, vomiting)

	Continue treatment unless severe &
Refer to usual Psychiatry Team
	GP

	
	Significant weight loss, Anorexia
	Continue medication & Refer to usual Psychiatry Team
	GP

	
	Mania/hypomania
	Stop mediation & Refer to usual Psychiatry Team
	GP

	
	Cardiac arrhythmias (e.g. QT prolongation)
	Stop mediation & Refer to usual Psychiatry Team
	GP

	
	Rash and allergic reactions

	Stop mediation & Refer to usual Psychiatry Team
	GP

	
	Serotonin syndrome or neuroleptic malignant syndrome-like events

	Stop mediation & Refer to usual Psychiatry Team
	GP

	
	Restlessness or agitation
	Stop mediation & Refer to Specialist Team
	GP

	
	The patient should be advised to report any of the following signs or symptoms to their GP without delay:           



	
	Restlessness or agitation, 
Suicidal behaviour, self-harm, or hostility
Drowsiness, confusion, or convulsions


	
	Other important co morbidities (e.g. Chickenpox exposure). Include advice on management and prevention and who will be responsible for this in each case:

	
	ADHD, ASD, Tourette syndrome, Anxiety disorders	

	
	Any adverse reaction to a black triangle drug or serious reaction to an established drug should be reported to the MHRA via the “Yellow Card” scheme.

	
	

	11.Baseline investigations
	List of investigations / monitoring  undertaken by secondary care
The use of antidepressants has been linked with suicidal thoughts and behaviour; children, young adults, and patients with a history of suicidal behaviour are particularly at risk. 
Parents/ carers should be specifically warned about this risk, and this should be recorded in the notes. Where necessary patients should be monitored for suicidal behaviour, self-harm, or hostility, particularly at the beginning of treatment or if the dose is changed. Specific arrangements must be made for careful monitoring of adverse drug reactions, as well as for reviewing mental state and general progress; for example, weekly contact with the child or young person and their parent(s) or carer(s) for the first 4 weeks of treatment. The precise frequency will need to be decided on an individual basis by secondary care, and recorded in the notes.

	12. Ongoing monitoring requirements to be undertaken by GP 


	Is monitoring required? 
	No specific monitoring is required as specialist CAMHS services will continue to monitor for adverse drug reactions, mental state and general progress at appropriate intervals.

	13. Pharmaceutical aspects 

	No special considerations.


	14. Responsibilities of initiating specialist
	· Initiate treatment and prescribe until dose is stable or provide instructions/directions to the GP to continue prescribing of medication where agreed.
· Documentation of full medical and psychiatric history.
· To arrange for concurrent psychological therapy.
· Dose adjustments or advise GP on dose adjustments. 
· Monitor patient’s initial reaction to and progress on the drug. 
· The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Failure to supply all the required information will result in the refusal of the request until all information has been supplied
· Patients will only be transferred to the GP once the GP has agreed. 
· Ensure that the patient has an adequate supply of medication until GP supply can be arranged. 
· Continue to monitor and supervise the patient according to this protocol, while the patient remains on this drug, and agree to review the patient promptly if contacted by the GP
· Provide GP with diagnosis, relevant clinical information and baseline results, treatment to date and treatment plan, duration of treatment before consultant review.  
· Provide GP with details of outpatient consultations, ideally within 14 days of seeing the patient or inform GP if the patient does not attend appointment
· Provide GP with advice on when and how to stop this drug. Where antidepressant medication is to be discontinued, the drug should be phased out over a period of 6 to 12 weeks with the exact dose being titrated against the level of discontinuation/withdrawal symptoms.
· Provide patient with relevant drug information to enable Informed consent to therapy.
· Provide patient with relevant drug information to enable understanding of potential side effects and appropriate action.
· Specifically warn parents/carers about the risk of suicidal thoughts and behavior with antidepressant use.
· Review patient at least weekly for four weeks then monthly during initiation/titration and then 6-12 monthly depending on the individual patient.

	15. Responsibilities of the GP








	· Continue or initiate treatment as directed by the specialist.
· Ensure no drug interactions with concomitant medicines
· To monitor and prescribe in collaboration with the specialist according to this protocol.
· GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website to facilitate this, if you so wish.
· Symptoms are appropriately actioned, recorded and communicated to secondary care when necessary.
· Inform the consultant immediately if a patient has become pregnant or is planning to become pregnant for treatment options to be considered  
· Notify the consultant of any circumstances that may preclude the use of SSRIs for example, the use of illicit drugs or contraindications to treatment.
· Seek urgent advice from secondary care if:
· Toxicity is suspected 
· Non-compliance is suspected
· The GP feels a dose change is required
· There is marked deterioration in the patient’s condition
· The GP feels the patient is not benefiting from the treatment
· The shared care agreement will cease to exist, and prescribing responsibility will return to secondary care, where:
· The clinical situation deteriorates such that the shared care criterion of stability is not achieved. 
· The clinical situation requires a major change in therapy.
· The patient is a risk to self or others
· GP feels it to be in the best stated clinical interest of the patient for prescribing responsibility to transfer back to the Consultant. The Consultant will accept such a transfer within a timeframe appropriate to the clinical circumstances.


	16. Responsibilities of the patient
	· To take medication as directed by the prescriber, or to contact the GP if not taking medication
· To attend hospital and GP clinic appointments.
· Failure to attend will result in medication being stopped (on specialist advice).
· To report adverse effects to their Specialist or GP.
· To attend concurrent psychological therapy.

	17.Additional Responsibilities
e.g. Failure of patient to attend for monitoring, Intolerance of drugs, Monitoring parameters outside acceptable range, Treatment failure, Communication failure

	List any special considerations

	[bookmark: Text54]Action required


	By whom


	Date



	
	[insert]
	[insert]
	[insert]
	[insert]

	18. Supporting documentation
	The SCG must be accompanied by a patient information leaflet. (Available from  http://www.medicines.org.uk/emc OR  http://www.mhra.gov.uk/spc-pil/)


	19. Patient monitoring booklet
	Non-applicable 

	20. Contact details
	See Appendix 1









Appendix 1 – Local Contact Details





	Commissioner contact information 

	Name:  [insert text here]

	
	Email:  [insert text here]

	
	Contact number:  [insert text here]

	
	Organisation:  [insert text here]



	Lead author contact information 

	Name:  [insert text here]

	
	Email:  [insert text here]

	
	Contact number:  [insert text here]

	
	Organisation:  [insert text here]



	Secondary care contact information 

	If stopping medication or needing advice please contact: 

	
	[bookmark: Text51]Dr  [insert text here]

	
	[bookmark: Text52]Contact number:  [insert text here]

	
	Fax number:  [insert text here]

	
	[bookmark: Text53]Hospital:  [insert text here]






Shared Care Agreement Form


Specialist request

*IMPORTANT: ACTION NEEDED


[bookmark: Text57]Dear Dr	[insert Doctors name here]

[bookmark: Text58]Patient name:	[insert Patients name here]
[bookmark: Text59]Date of birth:	[insert date of birth]
NHS Number: [insert NHS Number]
[bookmark: Text60]Diagnosis:	[insert diagnosis here]

[bookmark: Text61]This patient is suitable for treatment with [insert drug name] for the treatment of
[insert indication]
 
This drug has been accepted for Shared Care according to the enclosed protocol (as agreed by Trust / CCG / GMMMG). I am therefore requesting your agreement to share the care of this patient. 

The patient has been fully counselled on the medication.

[bookmark: Text63][bookmark: Text64]Treatment was started on [insert date started]   [insert dose].
 

[bookmark: Text65]If you are in agreement, please undertake monitoring and treatment from [insert date]
NB: date must be at least 1 month from initiation of treatment.

[bookmark: Text66]Baseline tests: 	[insert information]

[bookmark: Text67]Next review with this department:	[insert date]

[bookmark: Text72]You will be sent a written summary within 14 days. The medical staff of the department are available at all times to give you advice. The patient will not be discharged from out-patient follow-up while taking [insert text here]. 

Please use the reply slip overleaf and return it as soon as possible.
Thank you.


Yours 

[insert Specialist name]

Shared Care Agreement Form 

GP Response


[bookmark: Text69][bookmark: _GoBack]Dear Dr [insert Doctors name]

[bookmark: Text70]Patient 	[insert Patients name]

NHS Number	[insert NHS Number]

[bookmark: Text71]		Identifier	[insert patient date of birth/address]


[bookmark: Text73]I have received your request for shared care of this patient who has been advised to start [insert text here]
		

A	I am willing to undertake shared care for this patient as set out in the protocol

B	I wish to discuss this request with you

C	I am unable to undertake shared care of this patient.

	My reasons for not accepting are:
(Please complete this section)

	

	

	

	

	

	

	

	






GP signature						Date 



GP address/practice stamp


	
Shared Care Guideline Summary:
SELECTIVE SEROTONIN REUPTAKE INHIBITORS (SSRIs) FOR THE TREATMENT OF DEPRESSION IN CHILDREN AND ADOLESCENTS 
	[image: ]



	Drug
	Setraline
Citalopram
Fluoxetine

	Indication
	Fluoxetine is licensed for children aged 8 years and above for the treatment of depression.
Sertraline and Citalopram are unlicensed for treatment of depression in children and young people.

	Overview
	NICE Clinical Guideline 28 (March 2015) – Depression in children and young people recommends fluoxetine for the treatment of moderate to severe depression that has not responded to psychological therapies. If treatment with fluoxetine is unsuccessful or is not tolerated because of side effects, consideration should be given to the use of another antidepressant. In this case sertraline or citalopram are the recommended second-line treatments.

	Specialist’s Responsibilities
	Initial investigations: Assessment of the patient and diagnosis of depression. Assess suitability of patient for treatment. Discuss benefits and side-effects of treatment with the patient. 

Initial regimen:  The starting dose of medication for children and young people with depression should be low, especially in younger children. If a lower dose of medication for children and young people is ineffective, the dose should be increased until a therapeutic response is obtained, with careful and close monitoring for adverse events.
	Drug
	Formulations
	Dose range (daily) depending on age (see BNFC)

	Fluoxetine
	Capsules
Liquid
Orodisp. tablets
	10mg – 20mg daily
Max. 20mg

	Sertraline
(2nd line)
	Tablets
	25mg – 200mg daily
Max. 200mg

	Citalopram
(2nd line)
	Tablets


Oral solution 40mg/ml
	10mg – 20mg once daily
Max. 20mg

4 drops (8mg) is equivalent to a 10mg tablets



Clinical monitoring: Review patient at least weekly for four weeks then monthly during initiation/titration and then 6-12 monthly depending on the individual patient.

Safety monitoring: Monitoring for response and adverse drug reactions (ADRs) during initiation period. Evaluating ADRs raised by the GP and evaluating any concerns arising from reviews undertaken by GP.

Prescribing details: Specialist initiated. Transferred to GP once stabilised. To stop the drug or provide GP with advice on when to stop this drug.

Documentation: The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Patients will only be transferred to the GP once the GP has agreed. Provide GP with diagnosis, relevant clinical information, treatment plan, duration of treatment with 14 days of seeing the patient or inform GP if the patient does not attend appointment.

	GP’s Responsibilities
	Maintenance prescription: Prescribe SSRI in accordance with the specialist’s recommendations. 

Clinical monitoring: To report to and seek advice from the specialist on any aspect of patient care which is of concern to the GP and may affect treatment. 

Safety monitoring: No specific monitoring is required as specialist CAMHS services will continue to monitor for adverse drug reactions, mental state and general progress at appropriate intervals.

Duration of treatment: Stop treatment on advice of specialist.

Re-referral criteria: Seek urgent advice from secondary care if:
· Toxicity is suspected
· The patient becomes pregnant whilst taking SSRI
· Non-compliance is suspected
· The GP feels a dose change is required
· There is marked deterioration in the patient’s condition
· The GP feels the patient is not benefiting from the treatment


Documentation: GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website to facilitate this, if you so wish.

	Adverse Events
		Adverse events
	Action

	Drowsiness, confusion, (possible hyponatraemia)
	Repeat FBC and  Electrolytes & continue medication whilst referring to usual Psychiatry Team

	Suicidal behaviour, self-harm, or hostility
	Stop mediation & Refer to usual Psychiatry Team

	Convulsions
	Send immediately to A&E

	Gastrointestinal effects (nausea, vomiting)

	Continue treatment unless severe &
Refer to usual Psychiatry Team

	Significant weight loss, Anorexia
	Continue medication & Refer to usual Psychiatry Team

	Mania/hypomania
	Stop mediation & Refer to usual Psychiatry Team

	Cardiac arrhythmias (e.g. QT prolongation)
	Stop mediation & Refer to usual Psychiatry Team

	Rash and allergic reactions

	Stop mediation & Refer to usual Psychiatry Team

	Serotonin syndrome or neuroleptic malignant syndrome-like events

	Stop mediation & Refer to usual Psychiatry Team

	Restlessness or agitation
	Stop mediation & Refer to usual Psychiatry Team




	Contra-indications
Cautions
Drug Interactions
	Please refer to the BNFC and/or SPC for information.




	Other Information
	 Do not stop medication abruptly – please refer to Specialist Team

Paroxetine should not be used.

	Contact Details
	Name: [insert text here]
Address: [insert text here]
Telephone: [insert text here]
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